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nonclinical laboratory study, either a state-
ment that the study was conducted in com-
pliance with the requirements set forth in
part 58 of this chapter, or, if the study was
not conducted in compliance with such regu-
lations, a brief statement of the reason for
the noncompliance; statements regarding
each clinical investigation involving human
subjects contained in the application, that it
either was conducted in compliance with the
requirements for institutional review set
forth in part 56 of this chapter or was not
subject to such requirements in accordance
with § 56.104 or § 56.105, and was conducted in
compliance with requirements for informed
consent set forth in part 50 of this chapter; a
full description of manufacturing methods;
data establishing stability of the product
through the dating period; sample(s) rep-
resentative of the product to be sold,
bartered, or exchanged or offered, sent, car-
ried or brought for sale, barter, or exchange;
summaries of results of tests performed on
the lot(s) represented by the submitted sam-
ple(s); and specimens of the labels, enclo-
sures, and containers proposed to be used for
the product.

* * * * *

(c)(1) * * *
(viii) Specimens of the labels, enclosures,

and containers proposed to be used for the
product.

* * * * *

§ 601.3 License forms.
(a) Establishment license. The estab-

lishment license form shall be pre-
scribed by the Director, Center for Bio-
logics Evaluation and Research and
shall include:

(1) The name and address of the man-
ufacturer.

(2) The name and address of the es-
tablishment.

(3) The names and addresses of all lo-
cations of the establishment.

(4) The license number.
(5) The date of issuance.
(b) Product license. The product li-

cense form shall be prescribed by the
Director, Center for Biologics Evalua-
tion and Research and shall include:

(1) The name and address of the man-
ufacturer.

(2) The name and address of the es-
tablishment.

(3) The name and address of each lo-
cation at which the product is manu-
factured.

(4) The license number of the estab-
lishment.

(5) The proper name of the product,
with additional specifications, if any,
which may be approved or required for
additional labeling purposes.

[38 FR 32052, Nov. 20, 1973, as amended at 49
FR 23833, June 8, 1984; 55 FR 11013, Mar. 26,
1990]

§ 601.4 Issuance and denial of license.

(a) An establishment or product li-
cense shall be issued upon a determina-
tion by the Director, Center for Bio-
logics Evaluation and Research that
the establishment or the product, as
the case may be, meets the applicable
standards established in this chapter.
Licenses shall be valid until suspended
or revoked.

(b) If the Commissioner determines
that the establishment or product does
not meet the standards established in
this chapter, he shall deny the applica-
tion and inform the applicant of the
grounds for, and of an opportunity for
a hearing on, his decision. If the appli-
cant so requests, the Commissioner
shall issue a notice of opportunity for
hearing on the matter pursuant to
§ 12.21(b) of this chapter.

[42 FR 4718, Jan. 25, 1977, as amended at 42
FR 15676, Mar. 22, 1977; 42 FR 19142, Apr. 12,
1977; 49 FR 23833, June 8, 1984; 55 FR 11013,
Mar. 26, 1990]

§ 601.5 Revocation of license.

(a) An establishment or product li-
cense shall be revoked upon applica-
tion of the manufacturer giving notice
of intention to discontinue the manu-
facture of all products or to dis-
continue the manufacture of a par-
ticular product for which a license is
held, and waiving an opportunity for a
hearing on the matter.

(b) If the Commissioner finds that (1)
authorized Food and Drug Administra-
tion employees after reasonable efforts
have been unable to gain access to an
establishment or a location for the pur-
pose of carrying out the inspection re-
quired under § 600.21 of this chapter, (2)
manufacturing of products or of a prod-
uct has been discontinued to an extent
that a meaningful inspection or evalua-
tion cannot be made, (3) the manufac-
turer has failed to report a change as
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